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StarMedium®-MSC
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Chemically Defined Medium For
B T # - ¢ ° Mesenchymal stem cell
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For Research and
Cell Culture Manufacturing

Made in China

WWW.HUACHENBIOTECH.COM

N - —

T

o

e Mm—REREETFHRACFRSRESFE

Bi%: 400-965-9800

Rk : www.huachenbiotech.com ) £ - Chem|ca|.|.y DEfII’]Ed MEdlum FOI’ MesenChymal Stem Cel.l.

dohk: M T EXE##328S IR EA3-504-18 7T



Q» HUACHEN
&R E M CGTEMERRAESEMXE

StarMedium® MSC BRI
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StarMedium g 7E &R T A Z M A REFFEELENR (72h)

StarMedium® MSC CD Medium E T #HNEARBER T HARETHEK, ZRGMPH R BIEEA e’ BRES CRMABEL (/HR) R Ry IBER
SBAETT, B A& b B P M4 IR PR A FA BY SE SR e 4 PO - 175 6.00E+05 - -
P1 10000 T175 1.89E+07 108 108
P2 10000 T175 2.21E+07 126 136.08
At 4EFEStarMedium® MSC CDIEFE P3 10000 175 2.36E+07 135 1837.08
P4 10000 T175 2.17E+07 124 22779.792
P5 10000 T175 1.98E+07 113 257411.6496
P6 10000 175 1.70E+07 9.7 2496893.001
p7 10000 T175 1.56E+07 8.9 2222234771
Ps 11000 175 1.50E+07 7.8 173334312.1
P9 11000 175 1.27E+07 6.6 1144006460
Serum-free Animalorigin-free Xeno-free P10 11000 175 1.14E+07 5.9 6749638115
TIE, ;f\"@[ﬂlll\ﬁi%%% =t %Eﬂ%/}?ﬁﬁﬁ B A BRE % 5w E)\ﬁﬁzﬁ SEAANMBER, Re
SRS s StarMediumiBlzE & T EMASHA R EEHEERER (96h)
£IR ERBED/cm’ BARBR WERAEE (1N/R) IIB1EH S IE B
PO - 75 6.00E+05 - -
P1 5000 T175 2.22E407 254 254
= 1 E P2 5000 T175 2.67E+07 30.5 7747
= 0 2 P3 5000 T175 2.51E+07 28.7 22233.89
=2
- P4 5000 T175 2.35E+07 26.8 595868.252
Chemically Defined =t iEl — 1 ggiﬂ;ﬁﬂiﬁfﬁﬁfﬁﬁﬂiﬁéz\ e P5 5000 T175 1.77E+07 20.2 12036538.69
Fg gg@*ﬁgﬁfgﬁam ggﬂgiﬁﬁﬁiﬁ; : ufﬁﬁé\m ,xﬁaﬁ“;zﬁgfrg . e SRR P6 5000 T175 1.53E407 175 210639427.1
' ’ N C;g;ig; :ﬁx‘ﬁﬂﬂg“ﬁﬁur BARiED p7 5000 175 1.37E+07 156 3285975062
P8 6000 75 1.35E+07 12.9 42389078306
P9 6000 175 1.10E+07 105 4.45085E+11
P10 6000 175 9.56E+06 9.1 4.05028E+12

StarMedium CDIEFEO[i%#F72hF1o6hFH i {ER B R

r. e StarMedium CD 72hfE 4R FP1-P5 1Y AR N12.145;

StarMedium® MSC CD Medium BOBBETHLGH, MAWA100LERBAR, PORTIRIS.0E+074M, PIRIBILTHRIS.BE+108IMM;
- ; X _ 3 BREEAEANBRHSTHERTR, THRL367H,

combines advanced formulation technology with GMP-compliant manufacturing,

enabling a perfect transfer from R&D to clinical application. StarMedium CD 96hfefUARP1-P5F 195 IRIAH 726,348,
BUIOH B8 P15, WA BL100%ERRAR, PORTHS1.0E+07MHI, PIRIILTHIG2.26+11HIEMN;

RREMEANSRMSE+7HIER TR, THIMRLA440043.
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StarMedium® MSC
BFEFEFHEBCDIEFETNRIFSARUC-MSCsRA RIS RIX
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Chemically Defined Medium (Complete Medium) Quality Metrics: Particle Concentration, Size Distribution & Protein Positivity

HAZR HAHS RFE particles/ml Hi2nm E AL H1%
18 78 BT 4 B L 2 B 20251004
REEFE HEMEARE+ 1.33E+08 68.2 0.5
(=£) 20251105704

BEARBMEARRTARCERSREEFRE(TL)

™
P1 3/JF5%
100k P2 15/p-3%

P3 629 § 95.6%
P4 11/0.7%
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StarMedium®-MSC
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Determination of Exosome Particle Count in Day 4 Supernatant from 3D Microcarrier Culture

Results

~
5]
1

Stats: Merged Data

£ 0 Mean: 203.1 nm
g 50 | Mode: 155.8 nm
.‘é‘ SD: 62.6 nm
8 . D10: 143.5 nm
s D50: 184.4 nm
B a0 D90: 291.3 nm
g
5 20 Stats: Mean +/- Standard Error
© Mean: 203.1 +/- 2.9 nm
0 Mode: 168.8 +/- 8.1 nm
o g ‘ ‘ ‘ ‘ SD: 62.0 +/- 3.1 nm
0 100 200 300 400 500 600 700 800 900 1000 D10: 144.9 +/- 4.1 nm
Size (nm) D50: 180.5 +/- 7.7 nm
Averaged FTLA Concentration / Size for Experiment: D90: 291.0 +/-12.0 nm
CDP6D4-spinner-20X 2026-01-30 12-45-14 Concentration (Upgrade): 4.40e+09 +/- 2.15e+08 particles/m|
Error bars indicate + / -1 standard error of the mean 14.8 +/- 0.5 particles/frame

15.8 +/- 0.5 centres/frame

26.1.30 | NTAZR: 4.4E9/ml
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BHEEEHFRSIREXMSIEFE DMFEEES: 041792

Precisely Defined, Chemically Defined Serum-Free Culture Media

I /R R AR = AR 75 K i 1%
0N E R W% BRER

fE#EE R (CD41/CD42b) WA A, ELISA Western Blot ERREEBEAMRTEN
A M E F(B-TG/PF4) ELISA B REERR(<3R), BITETT s

y N
HAREM:A(Human)BIL/MRRE E / M FEE (B-TG)ELISAR AR 707 Human B-TG
it AN BRSO Infinite F50 XA ARIRIES IRIE S E B (EH A 60 -

50 -
e & D i © y=38.165x - 1.288

R*=10.9961
X 0.0261 0.1528 0.2381 0.411 0.9423 1.6812
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StarMedium®-MSC
AREFERLSRARTERE

Chemically Defined Medium For
Mesenchymal stem cell

Wehouphencled

30 REF: HC-CDO3F Volume: 500mL
| 0 4 8 16 32 64 ng/mL mmmn;c Exp: 1212026
20 z'c./r Store at 2-8°C
BHAA: FMNEREM-KERAREEFRE, TIMREBYRM, B-TGRN o A g K
WRE: 0ng/ml -
HAB: ERE-2FMNREBYAMOEZFE, B-TGRUKRE: 63.14 1 s > »
ng/ml -10 : g

AHIE I A(Human)M/MRIEEE CD41(GP-CDA1)ELISAAIE 450 - Human GP-CD41

WL ALEE B4R BT Infinite FS0 WIS sAAIRAE SR 2 LB ME B34 ‘;Zg 1

EMZ S 300 - y=301.93x - 20.355

R*=10.9973

4 ¥ U.S. FOOD & DRUG

ADMINISTRATION

DMF 041792

SUZHOU HUACHEN BIOTECHNOLOGYY CO., LTD.
ATTENTION: ZHENHUA SUN, GENERAL MANAGER
UNIT 504-1, BUILDING A3, CREATIVE INDUSTRY PARK
NO. 328 XINGHU STREET, SUZHOU INDUSTRIAL PARK
SUZHOU CITY, JIANGSU PROVINCE, CHINA

Dear Zhenhua Sun,

The Food and Drug Administration acknowledges receipt of the following Drug Master File (DMF)

submission:

DMF NUMBER ASSIGNED: 041792

DATE OF SUBMISSION: APRIL 29, 2025

DMF TYPE: 11

SUBJECT (TITLE): CHEMICALLY DEFINED MEDIUM FOR
MESENCHYMAL STEM CELLS

HOLDER: SUZHOU HUACHEN BIOTECHNOLOGYY CO., LTD.

SUBMITTED BY: SUZHOU HUACHEN BIOTECHNOLOGYY CO., LTD.

AGENT: NONE

All subsequent correspondence to this DMF should be identified with the information as provided above.

Your DMF will be reviewed only in connection to a New Drug Application, Abbreviated New Drug
licati igational New Drug Application, Biological License Applicati

DMF ACKNOWLEDGEMENT

Application, Abbreviated New Animal Drug Application, Investigational New Animal Drug Application,
or DMF it is intended to support when a Letter of Authorization (LOA) is submitted to the DMF and a

copy of the LOA is submitted in the application e.g., NDA, that references the DMF.

New Animal Drug
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% 3ml &) HC-CDO3S fBREMA

500ml #J HC-CDO3R

5 HC-CDO3F b, BHFM L-&

SERE 2 mmol/L Bl 2ER
H , BTERRTHEBNEREAHE

A BURFFEELER

X 00635 01157 02456 0412 07653 1.3692 250 1
200 - .
Y 0 25 50 100 200 400 pg/mL 150
BAA: FNEREN-KERSREEFE, TMOMREBYHM, GP-CDAT 100 | P mEHR i = mAAE
BARE: 0ng/ml 50 -
HAB: ERM-SEM/MIEBYAMBELELE, GP-CDATRMRE: 325 0 : : , StarMedium rﬂ}iﬁféﬂl}i@%%‘?ﬁiﬁﬂﬁfﬁiﬁﬁg HC-CDO3R 500ml/HE
ng/ml 50 0 0.5 1 15 (E®84)
3 StarMedi [ 4 2 EE
1690 1R & arfiedium Iﬂ?ﬁ)?;:g;l;ﬂ%‘;t;ﬁiﬁﬂﬁm SR HC-CDO3F 500/}
] M
RUITHRAERNELERERNR (55 RYITEARLER M SR ARARAR 2 RYTRERNELRARERAR |5
s ( avny s R ) i ot =
m:;:;mmzm;:zsmnmz MR §251220.032 iz . T 2002 StarMedium iﬁ.‘%g;‘%ﬁﬂﬂ% HC-CDO03S 3m l/#ﬁ
ey ) AU/NMEBE B CD41 (GP-CDAD) 4 & (ELISA) p\
HELH (c&i?c’;?as LE i 20251205 - Eakw R — SR AR (ELISA) 14, Mﬂﬁm/\mwm&’?ﬁ;
Y DR T APRRIES (BTG) 44 CELISAD & CD41 (GP-CD41) #y44#, W& R LT &: - § N - . .
FLAAL AR A RA T TR Btk — % e WK RS CBLISAD A, 43R b AP R & A f/MABE & CDAl (GP-CDA1) 4-ER MR g iI: ZKFE:?‘J%?LE%QBEE&?E%E, EEEH EEH;FQ L- §§ﬁﬂ§; ﬁﬁﬁ =11} ﬁﬁﬁﬁﬁi%ﬁﬂ]ﬂ L- §§MH§ 2 mmOl/Lfn;HEIFﬁ
napuy | TH R E‘“”"*"’?@?ﬁ,’i’:’ﬁﬂ‘}’“wgw 2T B (BTG Ak, BAERRT R BEAGA 20251205 (5251220-032) 7 2 3 =
R R ABi T & (BTG) 4t B4 R A ap.coat SE <6.25 ng/mL CEHR) q:zmﬂﬂ = %&9I~IMW = ﬁuiﬁ °
[rrT] [ [ HERE - R
RARAE SmlX 1% " HEMA 20251205 (S251220-032) Y —
Wk B 2025.12.20 L] 2025.12.29 - 2026.01.05 ",Z';fgi' <2ng/mL. GERRD ﬁf:i A | B | R
RWRE | R MR —— AR R e V'A‘x“i : 0.00842 l 0.023 | 0.998
g [ . [
AR 0.0157 00792 0.992 > N
T = B EMEET SRS
APmﬂW:: (B-TG) (*N&ﬂ;;;?zi‘l;iﬁ;:l;’:ﬂ % <2 gl G BED ) %‘ . T
S i - HRBAE, RERRENESOEARER, BRTAZNNLANADERFNELBARD (SLMARES: 500mEHiERE
T T v pe ——— e T S3mURIA. L - AEEE2MmOUL) . BAEMERT IMREAMIRER. FRIEVERTERRD BEARMIRPHEN, &
BTN #iE / it / 1’62&5@1#1’6)%*@?%%% °
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